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APPEAL BRIEF 

Sir: 

Appellants hereby submit an original and two copies of this Appeal Brief to the Board of Patent 
Appeals and Interferences ("the Board") in response to the Final Office Action mailed on 
November 4, 2002. The Notice of Appeal was timely submitted on March 4, 2003, and was received in 
the Patent and Trademark Office ("the Office") on March 1 1 , 2003. This Appeal Brief is timely submitted 
in light of the concurrently filed Petition for an Extension of Time of one month to and including 
June 11, 2003, and authorization to deduct the fee as required under 37 C.F.R. § 1.17(a)(1) from 
Appellants' Representatives' deposit account. The Commissioner is also authorized to charge the fee for 
filing this Appeal Brief ($160.00), as required under 37 C.F.R. § 1.17(c), to Lexicon Genetics 
Incorporated Deposit Account No. 50-0892. 

Appellants believe no fees in addition to the fee for filing the Appeal Brief and the fee for the 
extension of time are due in connection with this Appeal Brief. However, should any additional fees under 
37 C.F.R. §§ 1.16 to 1.21 be required for any reason related to this communication, the Commissioner 
is authorized to charge any underpayment or credit any overpayment to Lexicon Genetics Incorporated 
Deposit Account No. 50-0892. 



I. REAL PARTY IN INTEREST 

The real party in interest is the Assignee, Lexicon Genetics Incorporated, 8800 Technology Forest 
Place, The Woodlands, Texas, 77381. 
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II. RELATED APPEALS AND INTERFERENCES 

Appellants know of no related appeals or interferences that will directly affect or be di&ctly 
affected by or have a bearing on the Board's decision in the pending appeal. 
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III. STATUS OF THE CLAIMS 

The present application was filed on October 11,2001, claiming the benefit of U.S. Provisional 
Application Number 60/239,592, which was filed on October 1 1 , 2000, and included original claims 1 
and 2. A Restriction and Election Requirement was issued on May 7, 2002, separating the original claims 
into sixteen separate and distinct inventions. In a response to the Restriction and Election Requirement 
submitted to the Office on June 3, 2002, Appellants elected with traverse the claim of the Group IV 
invention (original claim 1 (in part)) for prosecution on the merits, argued that the Group XII invention 
(original claim 2 (in part)) should be properly rejoined with the Group IV invention, and amended claims 
1 and 2 to remove reference to the Group I-IJJ, V-XI and XII-XVI inventions. 

A First Official Action on the merits ("the First Action") was issued on July 8, 2002, in which the 
Examiner agreed that the Group XII invention should be rejoined with the Group IV invention, claims 1 
and2were rejected under35U.S.C. § 101 as allegedly lacking a patentable utility, and claims 1 and2 
were rejected under 35 U.S.C. § 1 12, first paragraph, as allegedly unusable by the skilled artisan due to 
the alleged lack of patentable utility. In a response to the First Official Action submitted to the Office on 
October 7, 2002 ("Response to the First Action"), Appellants addressed the rejections of claims 1 and 2, 
and added new claim 3. 

A Second and Final Official Action ("the Final Action") was mailed on November 4, 2002, 
maintaining the rejection of claims 1-3 under 35 U.S.C. § 101 as allegedly lacking a patentable utility, and 
under 35 U.S .C. § 1 1 2, first paragraph as allegedly unusable by the skilled artisan due to the alleged lack 
of patentable utility. In a response to the Second and Final Office Action submitted on March 4, 2003 
("Response to the Final Action"), Appellants again addressed the rejections of claims 1-3. An Advisory 
Action ("the Advisory Action") was mailed on April 15, 2003, maintaining the rejection of claims 1-3 under 
35U.S.C.§ 101 as allegedly lacking a patentable utility, and under 35U.S.C. § 112, first paragraph as 
allegedly unusable by the skilled artisan due to the alleged lack of patentable utility. Therefore, claims 1 -3 
are the subject of this appeal. A copy of the appealed claims are included below in the Appendix 
(Section DC). 



IV. STATUS OF THE AMENDMENTS 

As no amendments subsequent to the Final Action have been filed, Appellants believe that no 
outstanding amendments exist. 

V. SUMMARY OF THE INVENTION 

The present invention relates to Appellants' discovery and identification of novel human 
polynucleotide sequences that encode novel seven transmembrane protein receptor proteins, specifically 
G-protein coupled receptors (GPCRs) (specification at page 2, lines 8-11). GPCRs have been associated 
with transduction pathways involving G-proteins or PPG proteins (specification at page 2, lines 2-3). 

The presently claimed polynucleotide sequences were compiled from human genomic sequences 
in conjunction with cDNAs generated from human skeletal muscle, testis, and spleen mRNAs (specification 
at page 5, lines 28-30). 

The specification details a number of uses for the presently claimed polynucleotide sequences, 
including in diagnostic assays such as forensic analysis (see, for example, the specification at page 4, line 
3 1 , page 36, lines 30-3 1 , and page 38, lines 4-5), in assessing gene expression patterns, particularly using 
a high throughput "chip" format (see, for example, the specification at page 10, lines 13-16), and in 
mapping the sequences to a specific region of a human chromosome (see, for example, the specification 
at page 4, lines 24-26). 

VI. ISSUES ON APPEAL 

1. Do claims 1-3 lack a patentable utility? 

2. Are claims 1-3 unusable by a skilled artisan due to a lack of patentable utility? 

VII. GROUPING OF THE CLAIMS 

For the purposes of the outstanding rejections under 35 U.S. C. § 101 and 35 U.S.C. § 1 12, first 
paragraph, the claims will stand or fall together. 



VIII. ARGUMENT 

A. Do Claims 1-3 Lack a Patentable Utility? 

TheFinal Action first rejects claims 1-3 under 35 U.S.C. § 101, as allegedly lacking a patentable 
utility due to not being supported by either a specific and substantial or a well-established utility. 

Appellants pointed out in both the Response to the First Action and the Response to the Final 
Action that as just one example of the utility of the presently claimed sequences, the present nucleic acid 
sequences have utility in forensic analysis, as described in the specification as originally filed (see, for 
example, page4 ) line31,page36,lines30-31,andpage38,lines4-5). As described in the specification 

atpage8,lines 25-28, the present sequences define a coding 

aG/Apolymorphismatpositionl46ofSEQroNO:8,wWchcanleadtoaserineorasparagineresidue 
ataminoacidposition49ofSEQIDNO:9. As such polymorphisms are the basis for forensic analysis, 
whichinundoubtedlya"real world" utility, the presently claimed sequences must in themselves be useful. 

The Advisory Action states that the use of the presently described polymorphism in forensic 
analysis would require "further research^ because 'Hhe instant disclosure fails to disclosed 
that polymorphic marker distinguishes" (the Advisory Action at page 2). Appellants submit that the 
presently described polymorphism is useful in forensic analysis exactly as it was described in the 
S p P rific a tiona S ori P inallvf.led . Individual membersofapopulationcanbe distinguished basedonthe 
presence or absence of the described polymorphism, and thus, these sequences are useful without 
"additional research". Simply because the use of this polymorphic marker will necessarily provide 
additional informations the percentage of particular subpopulations that contain this polymorphic marker 
doesnotmean that "additional research" is needed in order for this marker as it is presently described in 
the instant specification to be of use to forensic science. Thus, the Examiner's position does not support 

the alleged lack of utility. 

This is also not a case of a potential utility. As stated above, using the presently described 

polymomrdcmarkera^ 

of a population from one another. In the worstcase scenario, this marker is useful to distinguish 50% of 
depopulation (in other words, me marker being present in half of me population). The ability to 



50% of the population from a forensic analysis clearly is a real world, practical utility. In the Advisory 
Action, the Examiner states that the use of the presently described polymorphic marker in forensic analysis 
is not "specific and substantial" (the Advisory Action at page 2). Appellants are completely at a loss to 
understand how, given the widespread and daily use of forensic analysis to distinguish individuals, the use 
of a polymorphic marker in forensic analysis is not a "substantial" use. With regard to the allegation that 
the use of the presently described polymorphism in forensic analysis is not a "specific" use, as set forth in 
the Response to the Final Action, Appellants submit that this is improper on a number of different grounds. 
First, and most importantly, the Final Action seems to be confusing the requirements of a specific utility 
with a unique utility. The fact that other polymorphic markers have been identified in other genetic loci 
does not mean that Appellants' identification of a polymorphic marker in SEQ ID NO: 1 is not specific. 
As clearly stated by the Federal Circuit in CarlZeiss Stiftung v. Renishaw PLC, 20 USPQ2d 1101 (Fed. 
Cir. 1991): 

An invention need not be the best or only way to accomplish a certain result, and it need 
only be useful to some extent and in certain applications: "[T]he fact that an invention has 
only limited utility and is only operable in certain applications is not grounds for finding a 
lack of utility." Envirotech Corp. v. Al George, Inc., 221 USPQ 473, 480 (Fed. Cir. 
1984) 

Just because other polymorphic sequences from the human genome have been described does not mean 
that the use of the presently described polymorphic markers for forensic analysis is not a specific utility. 
The requirement for a specific utility, which is the proper standard for utility under 35 U.S.C. § 10 1 , should 
not beconfused with the requirement for a unigue utility, which is clearly an improper standard. If every 
invention were required to have a unique utility, the Patent and Trademark Office would no longer be 
issuingpatents on batteries, automobile tires, golf balls, golfclubs.andtreatmentsforavarietyofhuman 
diseases,justtonameafewparticularexamples,becauseexamplesofeachof these have already been 
described and patented. However, only the briefest perusal of any issue of the Official Gazette provides 
numerousexamplesof patents being granted on each of the above compositions e^yjyeek. Furthermore, 
ifacompositionneededtobe unique tobe patented, the entire class and subclass system would be an 
effort in futility, as the class and subclass system serves solely to group such common inventions, which 
wouldnot be required if each invention needed to have aunigje utility. Thus, me present sequence clearly 
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meets the requirements of 35 U.S.C. § 101. 

Second, Apr*llants submit th^ 
to just any nucleic acid. In fact, the basis for forensic analysis is the fact that such a polymorphic marker 
is not present in all other nucleic acids, but in fact sr^fic and uiu^ue to only a certain subset of the 
population. As such, the presently described polymorphic marker clearly has a specific utility, and 
therefore the presently claimed invention must meet the requirements for utility under 35 U.S.C. § 101. 

Itisimportanttonotethatithasbeenclearlyestablishedthatastatememofutintyinas^ 

mustbe accepted absent reasons why one sJdUedi^^ 

of such statement. In reLanger, 503 F.2d 1380, 1391, 183 USPQ 288, 297 (CCPA, 1974; "Longer"); 
In re Marzocchi, 439 F.2d 220, 224, 169 USPQ 367, 370 (CCPA, 1971). As clearly set forth in 
Langer: 

AsamatterofPatentOfficepractice,aspecification which contains a disclosure of uUlity 
whichcorrespondsinscopetothesubjectmattersoughttobepatentedmustbetakenas 
sufficienttosatisfytheutilityrequirementof§101fortheentireclaimedsubjectmatter 
unless there is a reason for one skilled in the art to question the objective truth of the 
statement of utility or its scope. 

Langer at 297, emphasis in original. As set forth in the MPEP, "Office personnel must provide evidence 

sufficienttoshowthatthest^^^ 

skill in foe art' WEP, Eighth Ri^ 

the requirements of 35 U.S.C. § 101. 

Furmermore.asmepresentlydescribedpolymomru^^ 
haveawellestablishedutility.the Federal Circuit's holdingin /n re 5ra«a, (34 USPQ2dl436 (Fed. Cir. 
1995),"£rana")isd^tlyonpoint. 

Office for confusing "the requirements under the law for obtaining a patent with the requirements for 
obtaininggovemmentapproval to market a particular drug for human consumption". BranaX 1442. The 

Federal Circuit went on to state: 

At issue in this case is an important question of the legal constraints on patent office 
examination practice and rx)Ucy. The question is, with regard to pharmaceutical invenuons, 
whatmustfoeappUcantproriderega^ 



forwhichpatentprotection is sought. This is not a ne w issue: it is one which we would 
have thought had been settled hv case law years ago. 

Brana at 1439, emphasis added. The choice of the phrase "utility or usefulness" in the foregoing quotation 

is highly pertinent. The Federal Circuit is evidently using "utility" to refer to rejections under 

35 U.S.C. § 10 1 , andis using "usefulness" to refer to rejections under 35 U.S.C. § 1 12, first paragraph. 

This is made evident in the continuing text in Brana, which explains the correlation between 35 U.S.C. 

§§ 101 and 1 12, first paragraph. The Federal Circuit concluded: ^ 

FDA approval, however, is not a prerequisite for finding a compound useful within the 
meaning of the patent laws. Usefulness in patent law, and in particular in the context of 
pharmaceutical inventions, necessarily in c ludes the expectation of further research and 
development . The stage at which an invention in this field becomes useful is well before 
it is ready to be administered to humans. Were we to require Phase E testing in order to 
prove utility, the associated costs would prevent many companies from obtaining patent 
protection on promising new inventions, thereby eliminating an incentive to pursue, through 
research and development, potential cures in many crucial areas such as the treatment of 
cancer. 

Brana at 1442- 1443, citations omitted, emphasis added. As set forth above, the present polymorphisms 
are usefal in forensic analysis exacty ^ 

the need for any further research. Even if the use of these polymorphic markers provided additional 
informationon the percentage of particular subpopulations that contain this polymorphic marker, this would 
not mean that "additional research" is needed in order for this marker as it is presently described in the 
instant specification to be of use to forensic science. As stated above, using the polymorphic marker as 
descrifcriinmesrxrificauon 

another. However, even if, argued, furmer research inight be required 
invenuon.thisdoesnotprecludeafinding^ 

holdingin5ra/ifl,whichclearlystates,asrughhghtedinmequoteabove,m 

.nccr::irilyinplnriP7th°r-r-^ f^wreparrh and development" (Brana at 1442-1443, emphasis 

added), Ihassessingthequestionofwh^^ 
meclaimedinvention,mekeyte m is"un^ 

USPQ 214 (CCPA 1976). The need for some experimentation does not render the claimed invention 
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unpatentable. Indeed, a considerable amount of experimentation may be permissible if such 
experimentation is routinely practiced in the art. In re Angstadt and Griffin, supra; Amgen, Inc. v. 
Chugai Pharmaceutical Co., Ltd., 18 USPQ2d 1016 (Fed. Cir. 1991). As a matter of law, it is well 
settled that a patent need not disclose what is well known in the art. In re Wands, 8 USPQ 2d 1400 (Fed. 
Cir. 1988). 

Although Appellants need only make one credible assertion of utility to meet the requirements of 
35 U.S.C. § 101 (Raytheon v. Roper, 220 USPQ 592 (Fed. Cir. 1983); In re Gottlieb, 140 USPQ 665 
(CCPA 1964);InreMalachowski, 189 USPQ 432 (CCPA 191 6); Hoffman v. /flans, 9 USPQ2d 1657 
(Bd. Pat. App. & Inter. 1988)), Appellants pointed out in both the Response to the First Action and the 
Response to theFinal Action that asequence sharing over 99% percent identity at the amino acid level over 
the entire length of the described sequence is present in the leading scientific repository for biological 
sequence data (GenBank), and has been annotated by third party scientists wholly unaffiliated with 
Appellants as "Homo sapiens gene for seven transmembrane helix receptor" (GenBank accession number 
AB065623; alignment provided in Exhibit A). The Final Action stated that "there is no sufficient and 
credible information that indicates the published sequence is a functional GPCR" (the Final Action at page 
3). Appellants pointed out in the Response to the Final Action that an additional sequence sharing over 
99% pe.rrent identity at the amino acid level over the entire length of the described sequence is present in 
the leading scientific repository for biological sequence data (GenBank), and has been annotated by 
different third party scientists wholly unaffiliated with Appellants as a "G-protein coupled receptor" 
(GenBank accession number BD 144530; alignment provided in Exhibit B). The legal test for utility simply 
involves an assessment of whether those skilled in the art would find any of the utilities described for the 
invention to be credible or believable. Given these two GenBank annotations, there can be no question 
that those skilled in the art would clearly believe that Appellants' sequence is a G-protein coupled receptor. 
Thus, the present sequence clearly meets the requirements of 35 U.S.C. § 101. 

The First Action denied that the extensive homology between Appellants ' sequence and those 
sequences presented above confers a patentable utility to Appellants sequence, by questioning prediction 
of protein function based upon protein homology. In support of this allegation, the First Action citedBork 



and Koonin (1998, Nature Genetics iS:3 13-3 18; "Bork and Koonin"), Ji et al. (1998, J. Biol. Chem. 
273:17299-17302; "Ji") and Yan era/. (2000, Science 290:523-527; "Yan"). While these arguments 
were not set forth in either the Final Action or the Advisory Action, Appellants will again set forth the 
shortcomingsofthesearticles.andpointoutthefai^ 

of the presently claimed sequence. 

First, with regard to the Bork and Koonin article, Bork and Koonin themselves conclude "(i)n 
summary, the currently available methods for sequence analysis are sophisticated, and while further 
improvements will certainly ensue, they are already capable of extracting subtle but functionally relevant 
signals from protein sequences (Bork and Koonin, page 3 17). Thus, the Bork and Koonin article is hardly 
indicative of ahigh level of uncertainty in assigning function basedon sequence, and thus does not support 

the alleged lack of utility. 

With regard to Ji, an exact quote from Ji completely undermines the question of asserted utility 
based uponproteinhomology-'asubstantialdegreeofaminoacidhomologyisfoundbetweenmembers 

ofaparacularsubfarrily.but^ 

at 17299, first paragraph, emphasis added). This quote suggests that homology with members of a 
G-proteincoupledreceptorisindicative that theparticular sequence isinfactamemberofthatsubfamily- 
the fact that there is little or no homology between subfamilies is completelyiirelevant . Thus, Ji does not 

support the alleged lack of utility. 

Furthermore, regarding Yan, this papercites only one example, two isoforms of the anhidrotic 
ectodermal dysplasia(FJDA)gene,whereatwoaminoacidchangeconformsoneisoform(EDA-Al)into 
the second isoform (EDA-A2). However, while it is true that this amino acid change results in binding to 
cMferentreceptors.itisimr^^ 

related (Yan at page 523). Furmermore, me EDA-A2 receptor was correctly identified as a member of 
the tumornecrosis factor receptor superfamily based solely on sequence similarity (Yan at page 523). 
Thus, Yan does not suggest a high level of uncertainty in assigning function based on sequence, and thus 
also does not support the alleged lack of utility. 

Rather, with regard to the utility of the presently claimed sequence, as 60% of the pharmaceutical 



products currentlybeingmarketbytheentire industry targetG-proteincoupledreceptorsCGurrath^OOl, 
Curr. Med. Chem. 8: 1605-1648; abstract presented in Exhibit C), a preponderance of the evidence 
clearlyweighsinfavorof Appellants' assertion that theskilled artisan would readily recognize that the 

presendydescribedsequencesh^ 

on the human genome, see below), cred^ 

expression, as described in the specification as originally filed, at least at page 10, lines 13-16. In 
particular, the specification describes how the described sequences can be represented using a gene chip 
formattoprovideahighthroughputanalysisofthelevelofgeneexpression. Such "DNA chips" clearly 
have utility, as evidenced by hundreds of issued U.S. Patents, as exemplified by U.S. Patent Nos. 
5,445,934 (Exhibit D), 5,556,752 (Exhibit E), 5,744,305 (Exhibit F), 5,837,832 (Exhibit G), 
6,156,501 (ExhibitH)and6,261,776(ExhibitI). Evidenceof the "real world" sjibstantial utility of the 
presentinvention is further provided by the fact that there is an entire industry establishedbased on the use 
of gene sequences or fragments thereof in a gene chip format. Perhaps the most notable gene chip 
company is Affymetrix. However, there are many companies that have, at one time or another, 
concentrated on the use of gene sequences or fragments, in gene chip and non-gene chip formats, for 
example: Gene Logic, ABI-Perkin-Elmer, HySeq and Incyte. In addition, one such company (Rosetta 
Inpharmatics)was viewed to have such "real world" value that it was acquired by large a pharmaceutical 
company(Merck)forsigruf^^ 

"real world" sutetantial industrial utility of gene sequences or fragments would, therefore, appear to be 
widespread and well established. Clearly, there can be no doubt that theskilled artisan would know how 
tousethepresentlyclaimedsequences(seeSectionVin(B),below),stronglyarguingthattheclaimed 

sequenceshaveuuUty.G^ 

sequenceinformation,there^ 

wouldhavegreatutilityinsuchD^^ 

mehumangenome(seebelow),andsuch 

associated wimhumari disease, moseo 

sequences would be ideal, novel candiciates for a^^ 
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compositions that enhance the utility of such DNA chips, such as the presently claimed nucleotide 
sequences, must in themselves be useful. Thus, the present claims clearly meet the requirements of 
35 U.S.C. § 101. 

The Final Action questioned this utility, stating "(s)ince the disclosure does not reveal any 
activity/functions of the nucleotide sequenceor the protein encoded by the nucleotide sequence, one skilled 
intheartwouldnotknow howto use the claimed invention" (the Final Action at page 5). However, this 
argumentisthwartedbythefactthatskilled artisans akeadyhayeusedand continue to use sequences such 

asAppdlante^ 

duplications are cairiedout. Expression profihngdoesiwtrequireaknowledgeofthefunctionofthe 
particularnucleicacidonmec^ 

greater orlesser levels in two or more particular tissue types. Therefore, this argument also fails to support 
the alleged lack of utility of the presently claimed compositions. 

Clearly, persons of skill in the art, as well as venture capitalists and investors, readily recognize the 
utility, both scientific and commercial, of genomic data in general, and specifically human genomic data. 
Billions of dollars have been invested in the human genome project, resulting in useful genomic data (see, 
e .g.,Venter^aZ.,2001,Science29i:1304;ExhibitJ).Theresunshavebeenastunningsucce 
utility ofhumangenomicdatahas been widely recognized as a great gift to humanity (see, e.g., Jasny and 
Kennedy,2001,Science29i:1153;ExhibitK). Clearly, the usefulness ofhuman genomic data, such as 

mepresentlyclaimednucleicari^ 
thecreationofnumerouscomp^ 

genomic information has been clearly understood for many years). 

As yet a further example of the utility of the presently claimed polynucleotides, as described in the 
specification at least at page 4, Unes 24-26, me present nucleotide sequence has 

thesequencestoaspecificregionofahumanchromosome.ThisisevidencedbythefactthatSEQID 

NO:8 can be used to map the presently claimed sequence to chromosome 1 (present within the 
chromosomelclone,GenbankAccessionNumberAC091612;alignmentandthef,rstpagefromthe 

Genbank report are presented in Exhibit L). Clearly, the present polynucleotide provides exquisite 



specffidtyinlocalizingmespe^^^ 

po^ucleoude.auuhtynotsha^ 

thatmakesthisparucularsequencesouseM^^^ 

GiemsastaimngtoidenU^^gionsof chromosomes. However, such techniques produced genetic maps 
„itharesolutio„ofonly5tol0megabases,far.oolowtobeofmuchhel P inidentifyingspecific genes 

,„volvedi„disease.Thesldlleda^^ 

rr^aspeciftclocusofmehumangenome.suchasmepresentnucleicacidsequ^nce.Forto 
msupportoftheAppellants'position.theBoardisrequested.oreview.forexample.secUonSofVenter 

etat. (supra <M pp. 1317-1321, includingFig. 1 1 atpp.1324-1325; Exhibit J), which demonstrates the 

sigrufrcanc^ofexpresseoseouence^^ 

claimedpo.ynucleotidesequencedefin^ 

present claims clearly meet the requirements of 35 U.S.C. § 101. 

Apr«llantsrespectfull y rermndtheBoardthatonlyamiMperce„tageofthegenome(2-4%) 

actuallyencodesexons,whichin^^^ 
sequencepmvitebjolojr^^ 
p„lyadenyla.ed)<hat speci^^ 

polyadenylated mRNA sequences is readi.y apparent to those skiUed in the relevant bioiogical and 
biochemical arts. Thus, the present claims clearly meet the requirements of 35 U.S.C. § 101. 

Rega.dingtheuUUtyrequirementsunderSSU.S.C.IlOl.theFederalCircuithasclearlysta.ed 

some identif,ab.e benefit." Juicy WUplnc. , Oran S e Ban,, nc. 185F.3d 1364, 51 USPQ2d 1700 

(Fed.Cir.^HcmngBr^rv.M^^ 

hassta,edthaa<)oviola<e § 10i m e« 

BroobreeCorp. ..AavancedMicroDcices.^n^ 1555, 1571,24USPQ2d 1401 (Fed.Ci, 
,992), emphasis added. Cross , B*n (753 F.2d 1040, 224 USPQ 739 (Fed. Cir. 1985); "Cross") 
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states "any utility of the claimed compounds is sufficient to satisfy 35 U.S.C. § 101". Cross at 748, 
emphasisadded. Indeed, the Federal Circuit recently emphatically confirmed mat "anytW 
that is made by man" is patentable (State Street Bank & Trust Co. v. Signature Financial Group Inc. , 
149 F.3d 1368, 47 USPQ2d 1596, 1600 (Fed. Cir. 1998), citing the U.S. Supreme Court's decision in 
Diamond vs. Chakrabarty, 447 U.S. 303, 206 USPQ 193 (U.S., 1980)). Thus, based on the relevant 
case law, the present claims clearly meet the requirements of 35 U.S.C. § 101. 

TheFinal Action also questioned the applicability oftWs case law, stating that "the Response cites 

adevicecaselaw"and"(t)hus,appti 

the instant case" (the Final Action at page 3). Section 101 of the Patent Act of 1952, 35 U.S.C. § 101 , 
provides that " [whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter, or any new 

or discovery. Appellants point out that 35 U.S.C. § 101 covers devices (machines) as well as 
compositions, andmakesnodist^^^ 

with 35 U.S.C. § 101. Furthermore, the case law in question (Juicy Whip Inc. v. Orange Bang Inc., 
51USPQ2dl700(Fed.Cir. 1999)) cites Brennerv. Manson, 383 U.S. 519, 534 (1966), which the 

case two times in the Final Action (see the Final Action at pages 3 and 5). Additionally, Cross and 
Diamondvs. C^mfcartv, , M pra, do not concern devices, but ramer compositions. Thus, ^ 
completely fails to support the alleged lack of utility of the presently claimed compositions. 

Finally, While Appellants are well aware of the new Utility Guidelines set forth by theUSPTO, 
Appellantsiespectmllypointoutmatmecurrentmles^ 

applicationsisandalways has been the patent laws as set forth in 35 U.S.C. and the patent rules as set 
forth in 37 C.F.R., not the Manual of P^^^ 

examination set forth by the USPTO. Furthermore, it is the job of the judiciary, not the USPTO, to 
interpret these laws and rules. Appellants are unaware of any significant recent changes in either 
35U.S.C.§101,orintheinte^ 
matisinkeepingwimmenewUti^ 
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patents that have been issued over the years that claim nucleic acid fragments that do not comply with the 
new Utility Guidelines. As examples of such issued U.S. Patents, the Board is invited to review U.S. Patent 
Nos. 5,817,479 (Exhibit M), 5,654,173 (ExhibitN), and5,552,281 (Exhibit O; each of which claims 
short polynucleotides), : ahd recently issued U.S. Patent No. : 6,340,583 (ExhibitP; which includes no 
working examples), none of which contain examples of the "real- world" utilities that the Examiner seems 
to be requiring. Additionally, the Office has recently issued U.S. Patent 6,043,052 (Exhibit Q), which 
concerns an "orphan" G-Protein coupled receptor identified based only on homology to the orphan 
receptor GPR25, similar to the situation with Appellants' currently claimed sequence. Importantly, this 
issued patent also contains no examples of the "real world" utilities seemingly required in the present case. 
As issued U.S. Patents are presumed to meet aU of the requirements for patentability, including 
35 U.S.C. §§ 101 and 1 12, first paragraph (see Section Vm(B), below), Appellants submit that the 
present polynucleotides must also meet the requirements of 35 U.S.C. § 101 . While Appellants understand 
that each application is examined on its own merits, Appellants are unaware of any changes to 
35U.S.C. § 101, orin the interpretation of 35 U.S.C. § 101 by the Supreme Court or the Federal Circuit, 
since the issuance of these patents that render the subject matter claimed in these patents, which is similar 
to the subject matter in question in the present application, as suddenly non-statutory orfailing to meet the 
requirements of 35 U.S.C. § 101. Thus, holding Appellants to a different standard of utility would be 
arbitrary and capricious, and, like other clear violations of due process, cannot stand. 

For each of the foregoing reasons, Appellants submit that the rejection of claims 1-3 under 
35 U.S.C. § 101 must be overruled. 

B. Are Claims 1-3 Unusable Due to a Lack of Patentable Utility? 

The Final Action next rejects claims 1-3 under 35 U.S.C. § 112, first paragraph, since allegedly 
one skilled in the art would not know how to use the invention, as the invention allegedly is not supported 
by either a clear asserted utility or a well-established utility. 

The arguments detailed above in Section VHI(A) concerning the utility of the presently claimed 
sequences are incorporated herein by reference. As the Federal Circuit and its predecessor have 
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determined that the utility requirement of Section 101 and the how to use requirement of Section 112, first 
paragraph, have the same basis, specifically the disclosure of a credible utility (In re Brana, supra; In re 
Jolles, 628 F.2d 1322, 1326 n.l 1, 206 USPQ 885, 889 n.ll (CCPA 1980); In re Fouche, 439 F.2d 
1237, 1243, 169 USPQ 429, 434 (CCPA 1971)), Appellants submit that asclaims 1-3 have been shown 
to have "a specific, substantial, and credible utility", as detailed in Section VHI(A) above, the present 
rejection of claims 1-3 under 35 U.S.C. § 112, first paragraph, cannot stand. 

Appellants therefore submit that the rejection of claims 1 -3 under 35 IIS .C. § 1 12, first paragraph, 
must be overruled. 
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IX. APPENDIX 

The claims involved in this appeal are as follows: 

1 . (Amended) An isolated expression vector comprising the nucleotide sequence of SEQ ID 

NO:8. 

2. (Amended) An isolated expression vector comprising a nucleic acid sequence encoding the 
amino acid sequence of SEQ ID NO:9. 

3. A host cell comprising the recombinant expression vector of claim 1 or 2. 
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X. CONCLUSION 

Appellants respectfully submit that, in light of the foregoing arguments, the Final Action's conclusion 
that claims 1 -3 lack a patentable utility and are unusable by the skilled artisan due to a lack of patentable 
utility is unwarranted. It is therefore requested that the Board overturn the Final Action's rejections. 

Respectfully submitted, 
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